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Research Involving Participants 

who May have Reduced Capacity to Provide Informed Consent
Attachment 14
	I. SCREENING TO DETERMINE DECISIONAL CAPACITY

	A. Are participants who may be reduced capacity to provide informed consent likely to be screened for this study?  (e.g., people with serious mental or neurological illnesses; people in severe pain; people under sedation; people who are terminally ill)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	

	B. Who will determine that the potential research participant does or does not have the decisional capacity to provide informed consent:      
	
	

	
	
	

	C. Describe how will the participant’s decisional capacity be assessed and documented (refer to the HRRC guidelines on decisionally capacity available online [show link here]):      
	
	

	
	
	

	D. Are participants being asked to consent under time constraints (e.g. in the ER, anesthesiology room, terminally it, etc.)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If YES, describe the additional protections that are in place to ensure informed consent will be obtained properly:      
	
	

	
	
	


	II. POTENTIAL DETERIORATION OF DECISIONAL CAPACITY
	
	

	A. How will the participant’s decisional capacity be assessed as the study proceeds in order to evaluate any deterioration in the participant’s level of capacity to consent?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If yes, describe how variations in capacity over time in the study will be assessed and documented:      
	
	

	If no, justify:      
	
	

	
	
	

	B. Describe how participants who lose capacity while enrolled in the study be dealt with (e.g., will they be  withdrawn from the study, will a legally authorized representative be brought in, will they be reassessed for consent capacity later again):      
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	III. ENROLLMENT OF SUBJECTS LACKING DECISIONAL CAPACITY TO PROVIDE CONSENT
	
	

	A. Will participants who are determined to lack sufficient decisional capacity to provide informed consent be enrolled in the study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If no, do not complete the rest of the form.
	
	

	
	
	

	If YES, complete the following:
	
	

	1. Will the investigator request to obtain consent for the participant using a Legally Authorized Representative (LAR)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	

	If YES, complete the following:
	
	

	a. Will the investigators also obtain participant assent?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If YES, provide a copy of the assent form and describe the process of obtaining assent:      
	
	

	If NO, justify why assent will not be obtained:      
	
	

	
	
	

	b. If a participant objects to the research, will the participant’s objection be overridden?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If YES, describe the circumstances and justify:      
	
	

	
	
	

	c. Will the participant’s decisional capacity be assessed as the study proceeds in order to evaluate any improvement in the participant’s level of consent capacity?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If YES, describe how this will be measured and documented:      
	
	

	If NO, justify why not:      
	
	

	
	
	

	d. Is there a plan to re-consent subjects who regain capacity to consent?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If YES, describe the process:      
	
	

	
	
	

	B. Who will be approached to give consent?
	
	

	
	 FORMCHECKBOX 

	Close relative with responsibility for the potential participant

	
	 FORMCHECKBOX 

	Legal guardian

	
	 FORMCHECKBOX 

	Legally authorized representative appointed in a medical durable power of attorney

	
	 FORMCHECKBOX 

	Other:      

	

	C. Describe how this authority to provide consent will be confirmed:      
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